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1. Appli cant and Manufacturer Inform ati on 

Applicant Name : R.J Reynolds Tobacco Company 
Applicant Address: 401 Nort h Ma in Street 

Winston -Salem, NC 27101 
Manufacturer Name: R.J. Reyno lds Tobacco Compan y 
Product Manufacturing 
Location: 

7855 King-Tobaccoville Road 
Tobaccoville, NC 27050 

2. Product Information 

New Product Names, Submi ssion Tracking Numbe rs (STN), and Original Product Names 

New Product Name STN Original Product Name 
Kent Gold Soft Pack EX0000746 Kent Golden Kings 
Kent Gold 100 Soft Pack EX0000747 Kent Golden 100s 
Kent Gold Soft Pack EX0000748 Kent Golden Kings 

Pall Ma ll Red Filter 100 EX0000749 Pall Ma ll 100s Box 
Kent Gold 100 Soft Pack EX0000750 Kent Golden 100s 

Product Identifi cati on 

Product Category Cigarette 
Product Subcategory Combu sted fi lte red 
Product Number per 
Retail Unit 

Twent y cigarettes per pack w ith ten packs per carton 

Product Package The soft pack packaging mate rials consist of a fo il inner liner , pape r label 
and closure, polypropy lene fi lm overwrap, po lyprop ylene tear tape , and 
so lid bleached sulphate paperboa rd carton . 

The box packaging mate rials consist of a fo il inner liner , inner fr ame paper 
liner, polyprop y lene fi lm overwrap, and so lid bleached sulphate 
paperboard carton. 

3. The Need for the Proposed Actions 

The proposed actions , reque sted by t he applicant, are for the Food and Drug Admin ist rat ion (FDA) to 
issue exempt ions from substant ial equivalence (SE) repo rt ing for mar ket ing or ders under sect ion 
905(j )(3) of the Federal Food, Drug, and Cosmet ic Act (FD&C Act) fo r five combusted , fi lt ered cigarette s. 
A tobacco product t hat is mod ified by adding or de let ing a tobacco addit ive, or increasing or decreasing 
the quantit y of an exist ing tobacco addit ive, may be considered for exempt ion fr om demonstra t ing 
substant ial equivalence if (1) t he produc t is a mod ificat ion of another t obacco product and t he 
mod ificat ion is minor , (2) the modifications are t o a tobacco product t hat may be legally marketed unde r 
the FD&C Act, (3) an SE Report is not necessary to ensure t hat permitt ing the tobacco produc t to be 
marketed w ould be approp riat e for t he protect ion of pub lic healt h, (4 ) t he mod ified tobacco product is 
marketed by the same organizat ion as the orig inal product , and (5) an exempt ion is ot herwise 
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appropriate. The applicant wishes to introduce the new tobacco products into interstate commerce for 
commercial distribution in the United States. 

The applicant must obtain written notification that FDA has granted the products exemptions from 
demonstrating substantial equivalence under section 905(j)(3) before submitting an abbreviated report. 
Ninety days after FDA receipt of the abbreviated report, the applicant may introduce or deliver for 
introduction into interstate commerce for commercial distribution the new products for which the 
applicant has obtained exemptions from demonstrating substantial equivalence. 

The new products are made by modifying the corresponding original products. These modifications are 
to the ingredients in cigarette paper, tipping paper, filter tow; and removal of an additive (Confidential 
Appendix 1). 

4. Alternatives to the Proposed Actions 

The no-action alternative is FDA does not issue marketing orders for the new tobacco products. 

5. Potential Environmental Impacts of the Proposed Actions and Alternatives – Manufacturing 
the New Products 

The Agency considered potential impacts to resources in the environment that may be affected by 
manufacturing the new products and found no significant impacts based on the Agency-gathered 
information and the following applicant-submitted information: 

• Components of the cigarette are commonly used in other products manufactured at the facility. 
• The new products are intended to compete with and eventually replace portions of similar tobacco 

products currently manufactured at the facility. 
• No facility expansion or new construction is expected due to manufacturing the new products. 

5.1 Affected Environment 

The new products would be manufactured at the address listed in section 1 of this document (Figure 1). 
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Figure 1. Location of the Manufacturing Facility 

The manufacturing facility is located in Forsyth County, NC in Headwaters Muddy Creek watershed, 
hydrologic unit code 03040101, which is the largest of the Yadkin River tributaries.1

A watershed is an area of land where all bodies of water drain to a common outlet such as the outflow of a reservoir, mouth 
of a bay, or any point along a stream channel. Such bodies of water include the following: surface water from lakes, streams, 
reservoirs and wetlands; the underlying ground water; and rainfall. See https://water.usgs.gov/edu/watershed.html. 

,2 

USGS. National Water Information System: Mapper. Available at: https://maps.waterdata.usgs.gov/mapper/index.html. 
Accessed May 23, 2018. 

The facility is 
surrounded by woodlands; bounded by the city of King, NC to the north; US 52 (a four-lane, divided 
highway) to the east; and mixed use residential, commercial, and agricultural land to the south and 
west. 

The affected environment includes human and natural environments surrounding the facility. 

5.2 Air Quality 

The Agency does not anticipate that manufacturing the new products would cause the release of any 
new chemicals or new type of emissions into the environment. The applicant stated that manufacturing 
the new products is not expected to result in changes in air emissions; accordingly, the applicant 
concluded that manufacturing the new products would not require any additional environmental 
controls for air emissions. 

5.3 Water Resources 

The Agency does not anticipate that manufacturing the new products would cause the discharge of any 
new chemicals into water. The new products are intended to replace similar tobacco products currently 

https://maps.waterdata.usgs.gov/mapper/index.html
https://water.usgs.gov/edu/watershed.html


https://echo.epa.gov/detailed-facility-report?fid=110000345225
https://databasin.org/maps/new#datasets=d579d87eb54f4374a77ea53e7ef66449
https://www.fws.gov/raleigh/species/cntylist/forsyth.html
https://www.co.forsyth.nc.us/EAP/assets/doc/00745_TV_permit.pdf


https://myrtk.epa.gov/info
https://www3.epa.gov/enviro/facts/tri/ef-facilities/#/Facility/27050RJRYN7855A
https://www3.epa.gov/enviro/facts/tri/ef-facilities/#/Facility/27050RJRYN7855A


https://f iles.nc.gov/ncdeq/Wate r%20Quality/Planning/BPU/BPU/Yad kin/Yadkin%20Plans/2010%20Plan/2_03040101%20Yadki n%20River"/o20Headwaters -2010.pdf
https://f iles.nc.gov/ncdeq/Wate r%20Quality/Planning/BPU/BPU/Yad kin/Yadkin%20Plans/2010%20Plan/2_03040101%20Yadki n%20River"/o20Headwaters -2010.pdf


https://www.ttb.gov/tobacco/tobaccostats.shtml
https://www.ttb.gov/tobacco/tobaccostats.shtml




https://www.ucdmc.ucdavis.edu/publish/news/newsroom/2763
https://www.nfpa.org/News-andResearch/Fire-statistics-and-reports/Fire-statistics/Fire-causes/Smoking-Materials
https://www.nfpa.org/News-andResearch/Fire-statistics-and-reports/Fire-statistics/Fire-causes/Smoking-Materials


http://dx.doi.org/10.6028/NIST.IR.8147
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8. List of Preparers 

The following individuals were primarily responsible for preparing and reviewing this programmatic 
environmental assessment: 

Preparer: 

Dilip Venugopal, Ph.D., Center for Tobacco Products 
Education: M.S. in Ecology and Ph.D. in Entomology 
Experience: Sixteen years in various scientific activities 
Expertise: NEPA analysis, environmental impact analysis and risk assessment, applied ecology, 
geo-statistics 

Reviewer: 

Hoshing W. Chang, Ph.D., Center for Tobacco Products 
Education: M.S. in Environmental Science and Ph.D. in Biochemistry 
Experience: Ten years in FDA-related NEPA review 
Expertise: NEPA analysis, environmental risk assessment, wastewater treatment 

9. A Listing of Agencies and Persons Consulted 

Not applicable. 
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CONFIDENTIAL APPENDIX 1. Modifi cation s: New Products as Compared with the Corresponding 
Original Products 

STN Component Modifi cation fr om Original Product 
EX0000746 
EX0000747 
EX0000748 
EX0000749 

Cigarette paper Delet ion of fi re-sta ndards comp liant 
(FSC) cigar ett e paper and addit ion of 
alte rnate FSC cigarett e pape r 

EX0000749 Tipping pape r Delet ion of cor k tipping pape r and 
addit ion of alt ernate cor k tipping paper 

EX0000748 
EX0000749 
EX0000750 

Filt er to w Delet ion of fi lt er to w and additio n of 
alte rnate fi lte r to w 

EX0000746 
EX0000747 
EX0000748 
EX0000750 

Printed monog ram 
ink on bar rel 

Delet ion of printed monogra m ink on 
barrel 
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